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ABSTRACT
Introduction Aboriginal and Torres Strait Islander 
(hereafter respectfully referred to as Aboriginal) people are 
Australia’s First Peoples, having the longest continuous 
culture in the world and deep spiritual connections with 
ancestral land. Improvements in their health and well- 
being is a major policy goal of Australian governments, 
as the legacy of colonisation and disruption of cultural 
practices contribute to major health challenges. Lack 
of culturally secure services impacts participation of 
Aboriginal people in health services. Aboriginal people 
with a brain injury typically experience poor access to 
rehabilitation and support following hospital discharge. 
‘Healing Right Way’ (HRW) is a randomised control trial 
aiming to improve access to interdisciplinary and culturally 
secure rehabilitation services for Aboriginal people after 
brain injury in Western Australia, improve health outcomes 
and provide the first best practice model. This protocol is 
for the process evaluation of the HRW trial.
Methods and analysis A prospective mixed methods 
process evaluation will use the Consolidated Framework 
for Implementation Research to evaluate implementation 
and intervention processes involved in HRW. Data 
collection includes qualitative and quantitative data from 
all sites during control and intervention phases, relating 
to three categories: (1) implementation of trial processes; 
(2) cultural security training; and (3) Aboriginal Brain Injury 
Coordinator role. Additional data elements collected from 
HRW will support the process evaluation regarding fidelity 
and intervention integrity. Iterative cross- sectional and 
longitudinal data synthesis will support the implementation 
of HRW, interpretation of findings and inform future 
development and implementation of culturally secure 
interventions for Aboriginal people.
Ethics and dissemination This process evaluation was 
reviewed by The University of Western Australia Human 
Research Ethics Committee (RA/4/20/4952). Evaluation 
findings will be disseminated via academic mechanisms, 
seminars at trial sites, regional Aboriginal health forums, 
peak bodies for Aboriginal health organisations and the 
Australian Indigenous HealthInfoNet (https:// healthinfonet. 
ecu. edu. au/).
Trial registration number ACTRN12618000139279.
INTRODUCTION
In real world settings, implementation failure 
can threaten clinical trials. How interven-
tions are operationalised and implemented 
can seriously compromise their intended 
outcomes. There is increasing recognition 
that randomised controlled trials (RCT), 
especially those determining the effect of 
complex interventions, require detailed 
process evaluation to ensure that trial results 
can be interpreted and translated correctly. 
This applies particularly to interventions 
targeting long- term conditions necessitating 
multidisciplinary care. The Medical Research 
Council has recommended that process eval-
uation within trials ‘be used to assess fidelity 
and quality of implementation, clarify causal 
Strengths and limitations of this study
 ► This is a culturally secure, context- sensitive pro-
spective process evaluation of a complex health 
service intervention to address an important gap in 
service delivery for Aboriginal people.
 ► The evaluation uses the Consolidated Framework 
for Implementation Research using robust mixed 
methodology.
 ► A strength of this evaluation is the iterative cross- 
sectional analysis and synthesis of data to inform 
the implementation of the intervention, together 
with the longitudinal analysis and synthesis of data 
to support interpretation of findings.
 ► A limitation will be the possibility of incomplete 
quantitative data relating to staff turnover, changes 
in site operations and completion of online surveys 
at each site where cultural security training is con-
ducted. Such data will be challenging to consis-
tently monitor and collect; however, mechanisms 
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mechanisms and identify contextual factors associated 
with variation in outcomes’.1
Aboriginal and Torres Strait Islander (hereafter respect-
fully referred to as Aboriginal) people are Australia’s First 
Peoples, having the longest continuous culture in the 
world and deep spiritual connections with ancestral land. 
In contemporary times, Aboriginal Australians comprise 
3.3% of the population and have a younger age struc-
ture than other Australians (median age 23 vs 38 years).2 
Improving the health and well- being of Aboriginal Austra-
lians is a major policy goal of the Australian government, 
with the legacy of colonisation and ongoing disruption 
of cultural and linguistic practices contributing to social, 
emotional, financial and health challenges.3
The nature of Aboriginal peoples’ experiences and 
interactions with the health system is increasingly 
recognised as a major determinant of health/disability 
outcomes. System barriers, especially the lack of cultur-
ally secure services,4–6 have been shown to impact on the 
accessibility of health services for Aboriginal people.7–9 
Cultural security is an attribute of services, where institu-
tions and their staff have awareness of Aboriginal cultural 
values, practices and world views and act on this knowl-
edge to address patient needs.10 This requires ongoing 
examination and questioning of cultural assumptions 
and biases at both an individual and institutional level. 
Culturally secure services have policies and procedures 
to ensure appropriate actions are applied systematically 
across the service, so as not to compromise the legitimate 
cultural rights, values and expectations of Aboriginal 
people.11 Achieving and maintaining cultural security is 
necessary for improving Aboriginal people’s access to and 
the care they receive from services.
Acquired brain injury (ABI) often results in motor, 
communication, sensory and cognitive impairments 
that can adversely affect quality of life in the long term, 
including employment prospects, family relationships, 
social participation and mental health.12 13 The mixed 
methods Missing Voices Project14 reported substantial 
differentials in the burden of stroke and traumatic brain 
injury (TBI) between the Aboriginal and non- Aboriginal 
populations of Western Australia (WA), contributing to 
higher rates of ABI experienced by Aboriginal people.15 16 
Importantly, Missing Voices identified challenges in acute 
hospital care for Aboriginal people with stroke and TBI, 
and poor access to rehabilitation and support following 
hospital discharge. Many non- Aboriginal clinicians 
reported that they did not possess the skill and knowledge 
to provide satisfactory rehabilitation services to Aborig-
inal patients with brain injuries. Aboriginal participants 
reported communication breakdowns with hospital staff, a 
lack of acknowledgement and accommodation of cultural 
protocols and practices, and a need for more practical 
support during recovery from brain injury.5 6 Quantita-
tive and qualitative brain injury research around Australia 
provides further evidence of the need to provide cultur-
ally secure rehabilitation services for Aboriginal people 
and families.12 13 17–19 The current Clinical Guidelines 
for Stroke Management20 acknowledge that Aboriginal 
people have additional needs that demand special atten-
tion and resources yet provide no specific guidelines for 
practice in stroke or TBI care for these patients, and reha-
bilitation programmes for brain injury are currently not 
meeting the needs of Aboriginal people.
Consequently, funds from the National Health and 
Medical Research Council support the first- ever clin-
ical trial—Healing Right Way (HRW)— which aims to 
improve access to interdisciplinary and culturally secure 
rehabilitation services for Aboriginal people with ABI, 
improve health outcomes and provide a robust best prac-
tice model for this population, supported by evidence 
(box 1). Such a model needs to acknowledge the diver-
sity of people involved across the country and the need 
for incorporation of local protocols, knowledge and 
practices. The HRW trial is informed by the findings of 
the Missing Voices Project and our team’s earlier work 
that focused on the experiences of Aboriginal people 
with brain injury and their families and related health 
professionals across WA and their recommendations for 
future services.5 6 14 The HRW team uses an Aboriginal 
research framework21 22 incorporating principles based 
on Indigenous Standpoint Theory,23 24 where Aboriginal 
peoples’ experiences, recommendations and leadership 
in the research process are central and which has been 
applied to disability in an Aboriginal context.25–27 This 
research has provided insights and directions forward, 
including regarding Aboriginal peoples’ concepts of 
disability and impairment, participation in disability 
services and Aboriginal workforce development. 
Accordingly, the HRW team consists of Aboriginal and 
non- Aboriginal researchers who work collaboratively, 
recognising varying personal experiences and back-
grounds from which we come that can influence/bias 
the way we approach our research at all levels. The 
team has partnerships with Aboriginal Community 
Controlled Health Organisations and other government 
and non- governmental organisations to strengthen the 
translational aspects of the study and ensure Aboriginal 
perspectives are embedded. The project has established 
study sites across WA (~2.6 million square kilome-
tres) and across language groups. Two- way learning 
and consultation at each site will occur throughout 
the project, which is guided by an Aboriginal Refer-
ence Group (see main study protocol in a forthcoming 
edition of this journal28 for details).
However, health interventions often do not show 
significant changes in outcomes for Aboriginal people, 
frequently due to implementation failure. Understanding 
the challenges and opportunities in implementing 
programmes and acting on the knowledge gained has the 
potential to substantially improve the success of health 
interventions and thereby the health of Aboriginal Austra-
lians. Given the complexity29 of the HRW intervention, 
a process evaluation (figure 1) was designed to support 
trial implementation, facilitate interpretation of results 
and ensure that knowledge gained during and from the 
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trial is embedded in services, disseminated and translated 
appropriately to maximise lessons learnt.1
This paper describes the protocol for the process eval-
uation, embedded within the stepped- wedge HRW trial 
(figure 1). The aim of the process evaluation is to deter-
mine whether the research processes and interventions 
were implemented as planned and investigate contextual 
factors present during the different trial phases (baseline 
and the implementation of each phase/wedge of the 
intervention) of HRW that may have influenced imple-
mentation and trial outcomes. Specific key objectives are 
to provide:
1. A process analysis running in parallel to the trial to in-
form and refine the HRW intervention within the con-
fines of an RCT.
2. Retrospective analysis to support interpretation of the 
outcomes of HRW and allow for explanation of the 
study results.30
3. Reflection on lessons learnt and the tools developed 
to inform future development and implementation of 
culturally secure interventions for Aboriginal people.
METHODS AND ANALYSES
Study design
This mixed methods study is nested within the HRW trial. 
The study will use prospectively collected qualitative and 
quantitative information and be characterised by an iter-
ative process in which the data informs discussion, assists 
in interpreting the results of the trial and ultimately the 
conclusions.
Conceptual framework for the process evaluation
The process evaluation will use the Consolidated Frame-
work for Implementation Research (CFIR),31 enabling 
the recording of contextual detail throughout the imple-
mentation and conduct of HRW. The CFIR considers key 
process components outlined by Linnan and Steckler,32 
providing a pragmatic approach to evaluation in a 
complex and often disorganised real- world setting, where 
a range of factors can act, interact and influence an 
intervention. Such is the case in HRW where the inter-
vention occurs in multiple health settings of varying size 
and varying resources.31 This framework31 has been used 
in other health- related33 and Aboriginal contexts34 and 
is useful to guide rapid cycle evaluation to systemati-
cally identify where adjustments and refinements can be 
made during implementation, meeting our objective to 
inform/refine the HRW intervention.
The CFIR offers scope for a developmental evaluation 
approach while maintaining a focus on the intended 
goals35 to improve health outcomes for Aboriginal 
people with brain injury. This approach allows the evalu-
ation team to take an emergent perspective and respond 
to unpredictable and evolving environments as HRW 
progresses35 and identify and quantify unexpected and 
unintentional outcomes.30 It is important to consider 
the extent to which an intervention is implemented as 
planned, as real- world context can affect the implemen-
tation,36 for example, the varying contexts present in 
different healthcare settings.37 Variation in implemen-
tation of HRW can reasonably be expected via local 
Box 1 Brief outline of the parent Healing Right Way (HRW) 
trial
Study design
Healing Right Way is a randomised controlled trial focused on enhancing 
rehabilitation services and quality of life for Aboriginal Australians expe-
riencing impairments following stroke and TBI and may be considered a 
complex intervention.29 It employs an Aboriginal Research framework.21 
The stepped wedge cluster trial design involves sequential but random 
rollout of the intervention to four metropolitan and four regional Western 
Australian hospitals. Control (non- intervention) data collection for each 
site will be for a minimum of 6 months, while all sites receive the inter-
vention for a minimum of 12 months. The intervention will be added to 
one metropolitan and one regional site per intervention step.
Recruitment
Aboriginal people, over 18 years, admitted to hospital for acquired brain 
injury (ABI) resulting from stroke or traumatic brain injury, will be re-
cruited from 2018 to 2021.
The two- pronged intervention comprises
1. Cultural security training encompassing aspects of care specific to 
ABI patients targeting hospital staff in both face- to- face group and 
online formats.
2. Training and employment of region- based Aboriginal Brain Injury 
Coordinators (ABIC) to support Aboriginal people with ABI for 
6 months postinjury.
Outcomes
The primary outcome measure is quality of life as measured on the 
EuroQOL- 5D- 3L* at 6 months postinjury.
Secondary outcome measures relate to severity of disability (modified 
Rankin Scale†), functional independence (Functional Independence 
Measure -FIM‡), burden of care (Carer Strain Index§), and clinical ser-
vice provision (process of care indicators).
Data collection
Trained assessors will collect baseline data within 6 weeks of injury, and 
follow- up data within 12 weeks and 26 weeks postinjury.
Patient and public participation
Aboriginal participation includes partnership with Aboriginal- run organ-
isations, Aboriginal reference group and regular meetings with com-
munity stakeholders, all of whom provided feedback on the design and 
implementation of the intervention. Aboriginal participants and ABICs 
(Aboriginal employees) will provide feedback on the intervention. The 
reference group will assist in interpretation of results and development 
of the translation plan.
*EuroQOL- 5D- 3L (The EuroQol Group. EuroQol- a new facility for the 
measurement of health- related quality of life. Health Policy 1990;16:199–208).
†Modified Rankin Scale (Van Swieten J, Koudstaal P, Visser M, et al. 
Interobserver agreement for the assessment of handicap in stroke patients. 
Stroke 1988;19:604–07).
‡Functional Independence Measure (Keith RA, Granger CV, Hamilton BB, et al. 
The functional independence measure: a new tool for rehabilitation. Adv Clin 
Rehabil 1987;1:6–18).
§Carer Strain Index (Thornton M, Travis SS. Analysis of the reliability of 
the modified caregiver strain index. The Journals of Gerontology Series B: 
Psychological Sciences and Social Sciences 2003;58:S127–32).
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adaptation,35 given the geographic diversity of health 
sites together with the diversity of the communities they 
serve. As shown in figure 2, the CFIR allows consider-
ation of this diversity (eg, the outer and inner settings 
and individuals involved), and their potential influence 
on the intervention (characteristics of intervention) and 
the trial processes themselves (implementation process). 
This can then support the planning of more widespread 
implementation30 and provide insight for planning and 
design of services for similar cohorts/contexts.
Cultural security of the evaluation itself will be guided 
by the Aboriginal members of the evaluation and HRW 
research teams and the feedback of the Aboriginal Refer-
ence Group. This group consists of Aboriginal clinicians, 
Aboriginal people who have had a stroke, family members 
and community elders. Specifically, data collection meth-
odologies and analysis will be informed by Aboriginal 
team members.38
Data collection and measurement
The process evaluation will use a mixed methods approach 
to data collection, collecting qualitative and quantitative 
data from all sites during the control and intervention 
phases of the study.39 We will collect three categories of 
data related to: (1) implementation of the trial processes; 
(2) cultural security training intervention and (3) ABIC 
service as an intervention. Additional data elements will 
be collected from HRW that will support the process eval-
uation with respect to fidelity and intervention integrity. 
All interview participants will provide written consent.
Trial processes
A ‘project log’ will capture the evolving nature of HRW 
due to implementation and contextual factors. This 
project log is an electronic database containing a summary 
of events/issues related to the day- to- day planning and 
implementation of HRW, not otherwise captured by 
meeting minutes. Details of these events will be provided 
by the trial’s chief investigator and project manager, 
usually by forwarding electronic working notes made on 
mobile devices, and through independent observation of 
ongoing processes by a member of the process evaluation 
team. Once captured, the stored events can be grouped 
and sorted by date and site, who was involved, relevance 
to specific processes and actions or resolutions that may 
eventuate.
During the control phase, and in each phase of the 
stepped- wedge design, semistructured interviews will 
be held with key programme staff, including the chief 
investigator, project manager, data operations manager 
Figure 1 Schematic of the role of the process evaluation in HRW. HRW, Healing Right Way.
Figure 2 Healing Right Way process evaluation using the Consolidated Framework for Implementation Research. ABIC, 
Aboriginal Brain Injury Coordinator; CST, Cultural Security Training; F2F, Face- to- face
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and the leader of the ABIC working group who provides 
primary supervision and monitoring of the ABIC inter-
vention component. The interview schedule incorporates 
questions that map to specific CFIR constructs; however, 
the questions evolve over time; for example, examining 
specific issues with initiating a multisite trial will be an 
early focus, while incorporation of lessons learnt will be 
a focus later. The intent is to facilitate regular feedback 
about barriers and enablers to implementing clinical 
care pathways experienced throughout the progress of 
HRW,40 with the feedback loop aiming to improve current 
and future implementation. These interviews will also 
consider the complexity of managing a multisite inter-
vention with changing staff dynamics and context within 
and between sites, together with any planned or actual 
deviations from the prescribed HRW protocol along with 
reasons and context.
Documentation of recruitment of participants for HRW 
will be extracted from the screening log of the main trial 
to determine potential patient eligibility and enrolment 
in the study. Additional data relevant to participant 
screening will be collected from HRW operational team 
meeting minutes and by interviews with the chief investi-
gator and project manager.
The complexity of data collection and participant 
follow- up for the trial itself (eg, statewide location of 
participants; the recruitment, training and retention of 
staff to conduct the follow- up assessments) will be another 
area of focus. Evaluation data will be gathered from 
review of project documentation, audit of data collection, 
project log and via the interviews with programme staff.
The collaboration between the project team and 
all partner organisations associated with HRW will be 
assessed annually via the Collaboration Health Assess-
ment Tool41 to gain the stakeholders’ perspectives of 
their involvement in HRW. Data relating to HRW gover-
nance and broader stakeholder engagement will also be 
collected via review of project documentation, interviews 
with programme staff and the project log.
Data from the cultural security training component
As detailed in the HRW study protocol paper,28 the 
Cultural Security Training (CST) includes face- to- face 
(group) and online (individual) training modules.
Face- to- face training: this typically involves a local 
Aboriginal facilitator providing the cultural input and a 
non- Aboriginal facilitator providing the clinical input. 
An attendance log will be kept for face- to- face training 
at each site. Surveys collecting demographic information 
(eg, discipline and years of clinical experience working 
with patients with ABI), staff satisfaction and impact of 
the training will be collected following the CST face- to- 
face sessions. A member of the process evaluation team 
will observe and take notes of levels of participation and 
interaction of during the face- to- face sessions, as well as 
adherence to the content and timing protocol. In addi-
tion, this person will participate in a debriefing session 
with each facilitator after each session.
Online training: following completion of the online 
training component, staff will complete an additional 
survey relating to staff satisfaction and reflection on the 
CST programme overall. Web analytics data relating to 
participant access and completion of each module within 
the online training will also be collected.
Additional data on cultural security as an outcome 
(reflecting the effectiveness of the CST) will be collected 
from short surveys from HRW ABI participants rating 
their hospital and rehabilitation service.
Data from the ABIC component
Qualitative interviews with the trial management team, 
including the leader of the ABIC working group, HRW 
project manager and chief investigator along with docu-
ment review of operations group meeting minutes will 
provide data concerning recruitment, training, ongoing 
support and retention of the ABIC role at each site. 
These interviews will also provide contextual information 
(eg, attitudes of partner organisations where the ABICs 
will be based and relevant community activities within 
each site). The ABICs’ reflection and perspective on the 
nature of their role, including how they were trained and 
supported, will be gathered via interview at the end of 
their employment by an Aboriginal member of the eval-
uation team.
Quantitative data capturing activities of the ABICs 
relating to their role (eg, timing and nature of scheduled 
(required) and ad hoc contact with HRW participants, 
meetings attended and resources developed) will be 
collected via a RedCap electronic database. ABIC training 
completion will also be monitored and captured.
HRW ABI participants will provide feedback of their 
experience with the ABIC via a short questionnaire admin-
istered either face to face or by phone by an Aboriginal 
research assistant.
Timing of data collection
Timing of the data collection will align with HRW 
processes. Within each 6- month phase of the stepped 
wedge, the qualitative interviews with programme staff 
occur at specified intervals linked to that phase, begin-
ning with chief investigator at week 4, data operations/
leader of the ABIC working group at week 12 and project 
manager at week 20 of the cycle, avoiding end- of- cycle 
work pressures and allowing time to incorporate into 
next cycle. Semistructured interview schedules have been 
developed specific to each key informant’s role, mapping 
directly to the CFIR constructs. The schedules have a 
primary focus on trial processes, current issues and solu-
tions, and contextual changes.
Surveys from CST participants will be collected each 
time the training is delivered at the site (so sites 1 and 
2 may receive the CST up to five times) and collected at 
the end of each face- to- face seminar and after completion 
of the online training modules. Minutes from debriefing 
with face- to- face CST trainers and a short questionnaire 
will capture their perspectives on the sessions. This is 
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particularly important, given the range of presenters, 
with a tension between consistency of presentation and 
the use of localised delivery personnel.
At weeks 12 and 26 postinjury, Aboriginal ABI partic-
ipants will complete brief surveys about their hospital 
experience, and those participants who are receiving the 
intervention will also complete a brief survey about their 
experience with the ABIC.
Data analysis
Mapping evaluation questions to CFIR
Key evaluation questions were developed for the HRW 
processes and for each of the components of HRW inter-
vention (CST and ABIC). These questions provide a basis 
on which a systematic determination of the quality of the 
HRW trial can be made42 and mapped to one or more of 
the CFIR constructs. Table 1 highlights the questions, data 
sources for the question and the constructs of interest.
The evaluation questions are intended to be relevant 
across the life of HRW, but new questions may emerge 
during the trial. Should this occur, the new evaluation 
questions will be similarly mapped to the CFIR constructs.
Data management
Quantitative and qualitative data detailed previously will 
be extracted from relevant sources, for example, surveys/
RedCap, and stored electronically in password- protected 
folders. Data will be grouped according to the aspect of 
HRW to which it relates, for example, the CST, the ABIC 
service or the overall trial processes. Data will be organ-
ised such that it can be examined both by site and by 
phase of the study. Comparisons between sites and within 
sites will be made.
The systematic approach developed for the project log 
will be adopted when gathering information from appro-
priate meeting minutes and review of other documents. 
Information significant for the process evaluation will 
be extracted from the meeting minutes and categorised 
according to date, location/site and relevance to aspect 
of HRW intervention.
Interviews will be recorded and transcribed, with 
member- checking of the transcripts to enhance credi-
bility and trustworthiness. The evaluation team will famil-
iarise themselves with the transcripts, and using the CFIR 
as an initial framework, then code key issues and concepts 
to generate themes from the data.43
Data synthesis and feedback
Data analysis will use a range of quantitative descriptive 
statistical and qualitative thematic analytical methods, 
with triangulation and integration of results to answer the 
evaluation questions. Process evaluation data will be anal-
ysed both in a cross- sectional iterative manner (in parallel 
with HRW processes) and in a longitudinal manner 
throughout HRW (highlighted in figure 3). The iterative 
approach focuses on quality improvement approaches 
within HRW, where the findings directly inform the 
implementation of subsequent phases of HRW through 
identifying and addressing potential barriers/obstacles 
together with facilitators, thus improving intervention 
fidelity and implementation quality. In contrast, the 
longitudinal analysis is focused on supporting the inter-
pretation of findings and identifying lessons for future 
implementation.
Issues, barriers and facilitators identified in the data 
will be weighted using the CFIR rating rules, for posi-
tive or negative influence, and strength of influence on 
implementation of HRW, using a five- point scale (−2 to 
2). This weighting will be tracked longitudinally to deter-
mine relative significance over time. For example, an 
issue deemed of high importance at one time- point may 
not remain so, while another initially thought minor may 
ultimately prove to be critical.
Themes generated from interview transcripts will be 
triangulated with HRW documentation and observation, 
with an initial descriptive analysis occurring for data within 
each phase. A cultural lens will be applied throughout 
the analysis with Aboriginal members of the evaluation 
team providing input into the interpretation of findings, 
ensuring that an Aboriginal world view is incorporated. 
Preliminary findings will be presented to the Aboriginal 
Reference Group for feedback. The Aboriginal and non- 
Aboriginal members of the evaluation team will engage 
in reflexivity by maintaining openness, curiosity and 
explicitly expressing and challenging assumptions and 
interpretations from our various perspectives to iden-
tify incongruence,44 with any incongruence resolved via 
group consensus.
Data synthesis will occur according to the framework, 
that is, with respect to trial processes, and the HRW 
components of CST and ABIC. Ongoing thematic anal-
ysis will be undertaken, with subsequent quantitative data 
integrated into the analysis.
A reporting process has been developed for the cross- 
sectional analysis based on the evaluation framework 
(figure 3), with half- yearly feedback reports provided 
to HRW management and HRW investigator teams to 
ensure issues emerging from the process evaluation 
monitoring are integrated into the logistics of the trial, 
where appropriate and possible. Reports will be staggered 
3 months prior and 3 months post the intervention steps 
to maximise the opportunity to inform and refine the 
overall programme. Interim reports are intended to assist 
tracking progress of HRW while also providing findings 
from each of the main components of HRW. The report 
will also provide watching briefs regarding threats to 
implementation, key changes and recommendations for 
quality improvement. Findings from each interim report 
will be mapped to the CFIR for inclusion in the longi-
tudinal evaluation. A collaborative process between the 
HRW project and evaluation teams will close the feedback 
loop and finalise the interim report.
To maximise utility of longitudinal evaluation findings, 
the Checklist for Evaluation Specific Standards will be used 
to develop evaluation- specific elements for reporting,45 
while the Standards for Reporting Implementation 
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Studies will be used to develop implementation- specific 
elements for reporting.46
Evaluation team
The evaluation team is led by an investigator of HRW 
(JMK) who will oversee evaluation progress but will not 
be involved with data collection or analysis. Based on the 
original process evaluation concept articulated in the 
HRW protocol, an evaluation specialist (RS) developed 
the evaluation design, with support from the evaluation 
team and three HRW investigators.
The evaluation team will work independently from the 
HRW team; however, an evaluation team member will be 
colocated within HRW to facilitate the collection of data 
and support the integration of findings into decision- 
making processes of HRW.1 The evaluation team will 
incorporate a reflexive model of inquiry into practice47 
and prioritise contributions from Aboriginal members of 
the evaluation and HRW research teams and the HRW 
Aboriginal reference group to guide the evaluation 
synthesis.
Patient and public involvement
The evaluation will use the reference group for HRW 
(see box 1), including Aboriginal people who have 
had a brain injury. HRW’s translation plan incor-
porates ongoing engagement with government and 
non- governmental organisational partners, including 
Aboriginal medical services and other Aboriginal 
consumer linkages.28
Ethics and dissemination
Multiple Aboriginal ethics protocols will be adhered to.48–50 
HRW, including the process evaluation, was approved 
by Human Research Ethics Committees (HREC) from 
the hospital sites, Edith Cowan University and Western 
Australian Aboriginal Health Ethics Committee. Addi-
tionally, University of Western Australia HREC approved 
gathering of trial process data, interviews with research 
team managers and assessment of collaboration.
Interim and final evaluation findings will be provided 
to the governance committee of HRW. Findings will be 
disseminated via presentation at academic conferences, 
seminars/workshops at trial sites, regional Aboriginal 
health forums, peak bodies for Aboriginal health organ-
isations, peer- reviewed journals and through the Austra-
lian Indigenous HealthinfoNet (https:// healthinfonet. 
ecu. edu. au/). The evaluation team will be integral to the 
design of a translation plan outlining theory, method and 
practice for ensuring that the learnings and outcomes 
from HRW are adopted and embedded into everyday 
practice.
DISCUSSION
Using a cultural lens is critical for the evaluation of HRW. 
The team privilege Aboriginal input and ensure the eval-
uation is conducted according to Aboriginal values and 
principles. This paper highlights how to incorporate 
an Aboriginal perspective into a process evaluation of a 
complex intervention.
Evaluation has a central role in supporting and 
enhancing clinical research, as an evaluator can step 
outside the strict boundaries of the research project and 
consider broader settings (such as relevant policy), unan-
ticipated events/effects and deal with controversial values 
and issues that may arise during the course of the parent 
project. Evaluation considers what standards apply, 
performs an empirical investigation, then synthesises the 
empirical findings with standards to determine merit, 
worth and/or value.38 Consequently, this paper focuses 
on how various findings from quantitative and qualitative 
data will be synthesised to draw meaning and come to an 
evaluative judgement.
There is an emerging recognition of the value of process 
evaluations in supporting RCTs. Assessment of the quan-
tity and quality of the intervention delivered provides 
greater confidence in the interpretation of results.1 The 
prospective nature of the evaluation reduces potential 
bias of that interpretation. The concept of fidelity to trial 
protocol is important,51 with many contextual influences 
impacting on the delivery of the trial intervention.52 It can 
be difficult to determine which contexts matter,53 high-
lighting the need to consider multiple contextual factors 
that interact with the intervention to better understand 
the generalisability of the findings.1
We anticipate many contextual differences between 
remote, regional and urban WA communities will impact 
on service delivery. Given the challenges of evolving 
Figure 3 Synthesis and reporting plan of the HRW process 
evaluation. HRW, Healing Right Way.
copyright.
 on O













pen: first published as 10.1136/bm






10 Skoss R, et al. BMJ Open 2021;11:e046042. doi:10.1136/bmjopen-2020-046042
Open access 
contexts and emerging issues, the process evaluation will 
be critical in supporting implementation by providing 
an independent analysis of ‘what works’ and ‘lessons 
learnt’ during the trial.1 The use of the CFIR will enable 
the process evaluation to deliver insights beyond the 
HRW project relevant to implementation of other health 
service interventions in Aboriginal, rural and health 
service contexts. The focus on implementation will poten-
tially inform future operationalisation of culturally secure 
interventions for Aboriginal people after brain injury. 
Similarly, the learnings can inform future research using 
RCT designs in geographically diverse areas.
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